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DETAILED ACTION 

Election/Restrictions 

1 . Claims 29-32, 36 and 37 are withdrawn from further consideration 
pursuant to 37 CFR 1 .142(b) as being drawn to a nonelected invention of Group 
II and nonelected species a) and b), there being no allowable generic or linking 
claim. Examiner states, that claims 36 and 37 depend from claims 30 and 35, 
which are drawn to a nonelected invention of Group II. Election was made 
without traverse in the reply filed on 01/19/2005. 

Information Disclosure Statement 

2. The information disclosure statement (IDS) submitted on 07/24/2003 was 
considered by the examiner. 

Claim Objections 

3. Claims 12, 14-17, 20 and 38 are objected to because of the following 
informalities: With regard to claims 12 and 14-17 the phrase "the helix shaped 
wire" in line 2 through all of said claims should read "a helix shaped wire", since 
"helix shaped wire" is not in claim 1 from which the claims depend, or claims 12 
and 14-17 should depend from claim 10 or claim 11. With regard to claim 16 the 
phrase "add" in line 2 should read "end". With regard to claim 20 the claim 
should end with a period, not with a coma. With regard to claim 38 the phrase "a 
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valve assembly" in lines 1-2 should read "the valve assembly". Appropriate 
corrections are required. 

Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 
U.S.C. 102 that form the basis for the rejections under this section made in this 
Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or In public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

5. Claims 1, 2, 6, 7, 10, 12, 18, 33, 34 and 38 are rejected under 35 
U.S.C. 102(b) as being anticipated by Chaussy et al. (US 6,022,312). Chaussy 
et al. ('31 2) teach a valve assembly adapted to be positioned into a urethra in a 
mammal, including humans, the valve assembly comprising: 

(claim 1) a) a valve holder (12) comprising a substantially cylindrically shaped 
body to be inserted into the urethra (Figures 1a and 14), and 
b) a valve housing (13a) comprising a valve (17) controlling an urine flow from a 
patients bladder, the valve assembly being arranged in a sealed manner 
between the walls of the urethra (Figure 14), wherein the cylindrical valve holder 
(12) comprise: a shape memory,alloy to provide an expandable element (Figure 
14 and column 7, lines 38-41) having the possibility to expand after the insertion 
of said valve holder (12) to increase its diameter at its upper end to provide a 
frustoconical portion (Figure 14), whereby the increase of the diameter of the 
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cylinder at its upper end is more than 15% (Figure 14 - element 12 with the 
increased diameter at its upper end which is inside the urethra) and whereby the 
increase of the diameter of said cylindrical valve holder (12) is temperature 
dependent (column 7, lines 38-47). 

(claim 2) A valve assembly according to claim 1, wherein the cylindrical valve 
holder (12) increase its diameter at its lower end (Figure 1a). 
(Claim 6) A valve holder according to claim 1, wherein the holder (12) and the 
housing (13a) are detachable from each other when in place in the urethra 
(column 7, lines 55-67). 

(claim 7) A valve holder according to claim 1 , wherein the holder (12) and the 
housing (13a) are detachable from each other (column 7, lines 55-67). 
(claim 10) A valve assembly according to claim 1, wherein the holder (12) is 
helix shaped wire arranged onto the valve housing (13a) (column 8, lines 33-40). 
(claim 12) A valve assembly according to claim 1 , wherein the increase of the 
diameter of a helix shaped wire at its upper end is more than 15 % (Figure 5 - 
element 12' with the increased diameter at its upper end), 
(claim 18) wherein an increase of the diameter of a cylindrical portion of a valve 
holder (12) is less than 80% (Figure 4b) 

(claim . 33) A valve according to claim 1 , wherein the valve (17) is mechanically 
controlled (column 7, lines 3-13). 
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(claim 34) A valve according to claim 1, wherein the valve (17) is mechanically 
controlled independent of the pressure in the bladder to be empted (column 7, 
lines 8-13). 

(claim 38) a method for emptying a patient's urine bladder, whereby the valve 
assembly in accordance with claim 1 is inserted in the urethra and influenced at 
time intervals to open and empty a bladder (column 7, lines 2-14). 

Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for 
all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

7. Claims 3, 13-17, 20-28 and 35 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Chaussy et al. (US 6,022,312). Chaussy et al. ('312) 
teach a valve assembly adapted to be positioned into a urethra in a mammal, 
including humans, as described in paragraph 5 above, but they do not teach a 
valve assembly, (claim 3) wherein a valve holder (12) comprises at least two 
frustoconically shaped portions. 

In the absence of showing any criticality the valve holder with at least two 
frustoconically shaped portions would be a matter of ordinary engineering design 
choice, and would have been an obvious modification to one of ordinary skill in 
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the art of the shape of the valve holder to hold securely the valve holder in place 
when inserted into the patient's urethra. 

Chaussy et al. ('312) teach a valve assembly, wherein the cylindrical valve holder 
(12) increase its diameter at its upper end more than 1 5%, or wherein the 
increase of the diameter of a helix shaped wire at its upper end is more than 
15%, and wherein the cylindrical valve holder (12) increase its diameter at its 
lower part, as described in paragraph 5 above, but they do not teach a valve 
assembly, (claims 1 3-1 7) wherein the increase of the diameter of a cylinder or a 
helix shaped wire at their upper end is at least 40 %; or wherein an increase of 
the diameter of a helix shaped wire at its lower end is at least 10% or 20% after 
expansion. 

The increase of the diameter of the cylinder and the helix shaped 
wire at their upper end of at least 40%, or the increase of the diameter of the 
helix shaped wire at its lower end of at least 10% to 20% is generally an obvious 
matter of design choice to practitioner in the medical art, and would have been 
an obvious modification to one of ordinary skill in the art of the diameter and the 
helix shaped wire to hold securely the valve assembly in place when inserted into 
the patient's urethra. The selection of a particular size of any valve assembly 
having the cylinder and the helix shaped wire is of no patentable significance. 
Chaussy et al. ('312) teach a valve assembly, as described in paragraph 5 
above, but they do not teach a valve assembly, (claim 20) wherein a total length 
of the assembly is less than the length of the female urethra; or (claim 22) is 
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between 5 and 40 mm, preferably 5-30 mm; or (claim 21 ) wherein the total length 
of a valve is less than 60 mm. 

The length of the valve assembly or the valve is generally an obvious 
design choice to practitioners in the medical art. The selection of a particular 
length of any valve assembly or valve is of no patentable significance. It would 
have been an obvious modification to one of ordinary skill in the art of the length 
of the valve assembly to provide precise fit of said valve assembly inside the 
urethra according the length of the urethra where it is intended to be inserted. 
Chaussy et al. ('312) teach a valve assembly, as described in paragraph 5 
above, and wherein the valve assembly has a bending flexibility (column 8, lines 
14-16), but they do not teach a valve assembly (claims 23-28) wherein at least a 
part of the length of a valve assembly has a bending stiffness higher than 0.0004 
Nm 2 (Newton square meter). 

It would have been obvious to one of ordinary skill in the art at the time of 
the invention to determine through routine experimentation an appropriate 
bending stiffness and length for implementing the valve assembly, including 
valve assembly within the range.of bending stiffness and length Applicant 
provides in the claims. 

Chaussy et al. ('312) teach a valve assembly, as described in paragraph 5 
above, and wherein the valve may be opened by means of a opening force 
(column 7, lines 8-14), but they do not teach a valve assembly, (claim 35) 
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wherein a valve may be open by means of a opening force being between 10 to 
200 mN. 

It would have been obvious to one of ordinary skill in the art at the time of 
the invention to determine through routine experimentation an appropriate force 
for opening the valve within the range offeree Applicant provides in the claim. 

Allowable Subject Matter 

8. Claims 4, 5, 8, 9, 11 and 19 are objected to as being dependent upon a 
rejected base claim, but would be allowable if rewritten in independent form 
including all of the limitations of the base claim and any intervening claims. 

9. The following is a statement of reasons for the indication of allowable 
subject matter: 

None of the prior art, either alone or in combination, teaches or suggests a valve 
assembly adapted to be positioned into a urethra in a mammal, including 
humans, as claimed, wherein either 

(claim 4) a valve holder comprises at least two frustoconically shaped portions at 
one end of a cylinder; or 

(claim 5) wherein a valve holder comprises at least two frustoconically shaped 
portions at one end of a cylinder as wall as at least one frustoconically shaped 
portion at the opposite end thereof; or 

(claim 8) wherein a valve holder includes a first portion exhibiting a frustoconical 
shape, a second portion being essentially cylindrical and a third portion exhibiting 
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a frustoconical shape directed in opposite direction in relation to the first portion; 
or 

(claim 9) wherein the valve holder includes a first portion exhibiting a 
frustoconical shape, a second portion being essentially cylindrical and a third 
portion exhibiting a frustoconical shape directed in opposite direction in relation 
to the first portion; or 

(claim 11) wherein a holder comprises a helix shaped wire threaded on external 
treads arranged on the outside of a valve housing; or 

(claim 19) wherein a valve holder comprise an expandable element having the 
possibility to shrink upon removal of a valve housing; or 

Conclusion 

10. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Kulisz et al. ('646) ; Redmond et al. ('236) ; Ardito ('999) ; 
Von Idrestein et al. ('580) ; Migachyov ('413) ; Kulisz et al. ('623) ; Isaacson 
('842) and Sachdeva et al. ('258). 
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Any inquiry concerning this communication or earlier communications from 



the examiner should be directed to Nikita R Veniaminov whose telephone 
number is (571) 272-4735. The examiner can normally be reached on Monday- 
Friday 8 A.M.-5 P.M.. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Max F Hindenburg can be reached on (571) 272-4726. 
The fax phone number for the organization where this application or proceeding 
is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). 
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